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' tISl Source Document Ched^d 



The study csmer that was invoK/ed in this oomad 



pS-JaJHiM 



^"7 



W 



m 




Protocol: I-P00324 
Site: 1 



Schering No: 000049 Scharing Noma: ANTERON 

Contact 11286 Visd UnTinolized A» of: 



Enrorimenl Trocfcing | Ineligible For Screening | 



Potential Subjects Ineligible for Screening: 
Number ol Subjects Screened: 
Number of Subjecu Failed Scraening: 
Number of Subjects Enrolled: 
Number ot Subjects Discontinued total: 

Adverse Events: 

Other: 

Number of Subjects Complete: 
Number of Subjects Ongoing: 



2 



Enrollment as Enrollment as of 
of Unftnalized Latest Finalixed 
Site ^sit Visit 



5. H^o 



|()5^Jai>-T999 



PROSrr- UNITED STATES 




'Signed Consi 



■^|a2-NOV-1998 



Thempy Endedt ■ > -JOO; ^)000 
Days On Thempy: 



RBafton For bisraathiai^ 



Additional Sabfoct Data: 
SUBJECT 1 



tRaody 



"0. 



.» PROSIT -UNTTED STATES 



113-la.lolalffllftlMbii ■giaixiHlaliOl: all 



' Subject Visit Tracking 



'Scraenihg Numben ISBMWlBr*! ■ .■ Subject Numbeftxlf-. ' 



Vittt No Amendmefrt . VtiiH Label 

2 . ■ . -Vwitz . .'. :y 

3 . ; ^ Unscheduled Visit . 

4 DisconSmiaSonVfsit 



fRaady.; 



% VisH Dste ^ Defta -TO DO ; CRF IStottis ^ .. SDV Status 

;09-Nav-1998 > ' - : " ;■ pOLLECTEb ' - - <100X . 
16-Nosrl998 8 , y . ; . r : PAKTIAtiy COLiECTED <H)0?6: 



|D5-Jan-1999~ 



PROSIT - UNITED STATES 




Program Code: 
Expense Center 

Requisition Source: IaNIMAL HEALTH DQMESnC/lNTERNATIONAL 
Requested by: 
Authorized by. 



iDetontos. Marc 



IB 
50 



iDesontos. Marc 
Date Required For Packaging: |22-OEC-1998 
Special DireOiens end Bnndinq (explain blinding 



■g Blinding Required: P" 



Wanry): 



|a protoco) under which fte requested «oppUes win be irtiRied 



|D5-Joft-1999 



ffv 

m 




Protocol:; (T^^^^Vj^^Sd^^ 

f^.»^ j UNTTED STATES HtI ^ ! ! '^^^i' / . : ; ' ' ' 

PSR Infonnation ] Componenti | Ship To - 1 



Project Accounting Oode:. ,v FOl - 000W9-3(|3E^r . . 
Naw Pratocot/Site: r Shidy'TypK . ^1*^ B*"*^ v: 

study Monitor jGrintPC i Irl 

Random Code Formot - JCODE EfsfVELOPeS j H 
Requestod by: 
Authorized by: 



Exp Cetiter 1477 RESEAW« SVS ; ;;. . 

' Spadtkl Inttradibns: ' ' 



Atto chiHO nt«t • . \ 

PROTOCOL:^ / r" 

LABEL FORMAT : - ; . F" 

UKBEUNG INSTRUCTIONS •. : 
DEAFORM 2MC.:-;;^j!'''-^: J^P'- 
CONRRMATION OEA REa'h ij^: 



Required ^hip Diite:y ■ ^ p1-MAfVtM 

IND Labeling bete: -^ . p^ -OOOO (rf" - ---■-''^ 



33' 



rl999 S Rondom.Coda ^ --.^n^s . : — v;t§^^^^X^•V*;^4;4^^,i^-^^^^V-'V^ -J-- 



Anumber genwated^ihe PS Rii fe»t«»«dtD ii«qu>y»t^^ Ttw i« wrt.lhel^ number ganemied bylhe dime , 



PROSIT - UNITED STATES 



PSR Request: Piolocol Packaging 



/Prblocot^ lC- C98005 HzJ jftggSchwifa'MdlCaZM 
.Cajugrtj^' lUNITED STATES 



032C^ N :d IMOMETASID^E^^. t - I ORAL AERPR M tI lUNKNOWN if 



I Hzir 



: • y, i.- ' 



i The Schering nutnber of ths dig that wl be packaged 



r PROSIT - UNITED STATES 



Mateiial Transfer Request 



MIR DetaBs 



r Inventory Loeatiorc|[[ 



' Requested B^;-. - . iCaprio. Derwe M 
Aikhorized Bf. | 

Exbeme Cerrten' 1751 SR DIR INTLCUN RES 



. Material Tjrpe^ 



' RES ^..^,-C?S^:Srf%^Of^Matariaf^ S-^rSU'^V^ 



- Batch No. PSB Ho..:^j;. ™ H&m^f.Qiune^.QiMtM^On Handij;..^ 





iThe lype ol mateiial to be «^lpped - 



1ir 



O 



PROSIT -UMITED STATES 




Random Code Request-New 




RandoM Code Type{ 



Gmrate Random Code by: |00- -0000 ffl 



Nimbef of United States Sites: 
Numbef of International Sites: 



RandcMi Code eeneratkm ID: 
"1 Fwit Uiwted States Site ID: / 
rist IMemalional Sie ID: 



Subis RMtdocnized br l 
Subis Replaced fcic I 
Subt nbt a lig ned by: I 
Nianbei off Stratifficetion: f 



n3 



Treatwent Aim ' 



Subjects: 



Total SiA>iects: 



jA ntmbet OBnof atcd (When the 



RCflbfirjt «aved to idertay the fendom code tet^ memo. 




HI 

ffi 



"'-assy 



^4 PROSrr- UNITED STATES 



HBE3 



vt Check Control 



Userid: 
Checkout i 



Dote^S,3^ul-1 999 



Protbcblili 



IB93214 






1894055^^1 






1894056:1 











She: Pleqtieslef^ 




The logbn'p bffhe tiser whose status ts being fecjuested ^ 



SUBJECT DETAIL REPORT 



y 
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Scherino Ho. 


032088 MOMETASOrC 


wtorMno Study Title 

f etesHng tr>e 11 0 v«« map Id St 


protocol Ho. . S«o Mo. 

H000017-' 


Prmclpsl hwe«tlo«lor 


Oaniet W AARONSON. MD. 


Study Location 

mKj^wi^icv«*j^gr*tmdmdf.A**TH) states 


Mcmltor 







SUBJECT: Mt1«M/1 , 


CenOen M 


Last Violt D«e: OS-APR-l 938 


Aoet 30 years 


Last VMt Lalwt: VoS 3 


Date or BirtH: 07-AUG-1967 


Tk Startect: 


Signed Conaefit: 


Tk Stopped: 




Days on Ta (to d««e): 



fteaaonfor Oiacontlnuatlon 



Aa Ort 0S-Mar-1SSt 

VHlW 

Screening 
Vlsl 1 
Vtel 2 
Vtel 3 



Contact O : W38 

Date COeWa) 

OS-MAR-1 938(0) 
12-MAR-199e(5) 
26-MAR-1938(12) 
03-APR-1998 (12) 



100% 



100% 
100% 



COLLECTED 
COLLECTED 
COLLECTED 
COLLECTED 



Laot Vialt Date: 
Last VMt Latafc 
Ta Started: 



Og.APR-1998 



SUBJECT: » M2«Cg 

GeotJcr: F 
Aoo: 



I Reason for DtacoollnuMton 

Ideath 



QUERYING 
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SUBJECT SUMMARY REPORT 
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: PROSIT - NEVER NEVER LAND 



Sct>«rina No. 

032088 MOMETASONE 


>Morldno Study THltt 


Protocol Ho. • SHo No. 


Principal kivMtiQalor 

J O ORTZ 


Sludy Location 

EHOELWOOD.CO.UHITEO STATES 





pROsrr - srre / subject summary report 



Sit* 1 Mails 



Sit* Status: ENROLLMENT ONOOINO 



m Subjaets Projaotad: 



Data Celloation Tool : 



Enroll mant Summary 


Sit* Lav4 


•1 Subj. Laval' 


Milastonas 


Monrtorlng Summary 


« Subj . kwliQ^bla for Soramng: 


0 




Sita Wtiation Visit Data: 


Total Visits Compiatad : e 




0 


2 


Rrst Subjaet Scraawad: 


VIsKs Moniterad : 


A (BO«) 


* Subj. Failad Soraaninq: 


0 


O 


Ftr*l Subjaot Enrollad: 


Visits 100^ SDV 




IV Subj. Ervollad Pfojccttd; 


0 


2 


Last Subj. Ervolladto Data: 


Visits Collactad : 


« <80«) 


# S«Jbi. Onooir^j: 


0 


1 


Enroll mant ConKil«la: 


Oat* of L»st Cor«» 


ct: 2SrMAR-1008 


rtr Subj . Di«eer<inuad: 


0 


O 


Last S«Ajaet Last Visit: 


Oat* el Last visit: 


25-MAR-100e 


W GubJ. Corr^ala: 


0 


1 


aosa oU Visit: 


Visits a* tMa Sit*: 


1 



Par Subjaet Summary* 



>ub)*ct IC 


Ag* Oandttt Dsl« 


StJtws LMt VisH 


L«rt Visit 




•rt lot Dis««nttnu«ti«i sva< D«t« RX 


DJt* RX 




Enrollad 


(phss*) 


Ost* 




Slirt*d 


Stopped 



5001 OL i 



t1>r1 
SCR 



o^-FEB-ioee 



SfStait' 



rr ro MW7 



^.s^i :: *:z:i*^ t^; 
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MONITORING STATUS REPORT 
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PROSrr - MONITORINC STATUS REPORT 



p»CCt)l»oeOCO.il*lfrCP CWfTCB 



V3 - t>^:VS- a»l:«»»a»a:V7-« 









tS»—^l; AUCMOCS 


taa«.«OV: * C««^ 





"Sit* 1 Mwls 


VI 1 VJ 


va 


V4 




m \ VT 




V* j v« 1 vti 


via 


Vtt 


VV4 


V1J j oc w— 

t 


«nvbi>i 


iwoi ; i<ui 
c 


I<U1 






c 
















3 1 
< * 
t 1 


1 
1 


1 
t 
« 


0 

o 
o 


0 1 

0 j 0 
0 1 0 


o 
e 

0 


0:0:0 

e 1 0 1 0 

O 1 0 1 0 


o 
o 

0 


e 

0 


o 

0 
0 


0 : 

0 < 

^ 0 ! 



SITE PERSONNEL AND LOCATION REPORT 
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PROSIT - SITE PERSONNEL & LOCATIONS INFORMATION SHEET 



MERMAID ROCK 

2 Stone Skip 
NNL 

TREATMBfT CENTER 



032088 MOMETASONE 


WbrUnglKla 


Mom ws eud In A«thmj 


Protoeot No. 


AP00045'1 


Expanss Cmrtmr 


1703 • CUNICAL RESEARCH • ALLEROV II 


Prinoipal Irtvastigator 


J TA8ASCOMINOUILLAN 


Monitofing Coi««ry 




MOH 5P PCRSONHH. 


Mjld. M«i 

IRB CHAIRMAN 

NNL 

Aetiv*: 22-Ap»-10S8 


T«foMe«mlnouMI<n. J 
PRINCIPAL INVESTIGATOR 
NNL 

ACtiv*: 22-App^ie08 


e«ll. Ttntw 

STUt>V COORDINATOR 
NNL 

Acthr«: 22-Apt-1008 


CENTRAL CRBjCC 









PIRATE SHIP 

Owt«tS«J 



CONTACT INFORMATION REPORT 



PROSIT - UNITED STATES 



■ i Contact Inloimalion Repoil 





Wbrtdng Tttl« 


A000001 





PROSIT - CONTACT INFORMATION SHEET 



• 1200 



PROTOCOL AO00O01 6)tT6RNAL OROANtZA-nONS 

CCMTn£ UMTTCRSITArTRE Oe SAMTE 
Gt««vM«rkC Ajrans.AL 
OCLESTRIE300I 12EAVENUE 

FA>CAN 



srre 



1200 H 



SP PERSONNEL 



M«tion«l OfwUcK (Mt«ut* 
K*dmon.O 

5639 QrMtt V«iry Croi* « 10 

FAX: 10t0.»«^l0 
FAX: 1.310-996^10 
CulvvrCitg USA 



Mn. P c 
DSS SPECIMJST 
IL-tO IN IBDA^rV/ 
USA 

Acthrv: 30-F*b-1008 



Gum. Mrt( C 
SITE REQUESTBt 
MTORLOWIOE RSCH OA 
USA 



Rtspol.Mvo C 
PROJECT PNYSICUM4 
KEY PRODUCT MOMT. 
USA 



Activ«:M-F«b-1« 



4 




FORMS 



m 



PROSIT - Nevei Never Land 



IRATE SHIP 



3=3 



I Pan. Peter J. 
^1 BUB. Thud 



Deck. Hwu 
Hook. Captain 
Smee. Mistei 



